RECHA

European Chemicals Agency

Helsinki, 4 March 2010
Doc: MB/04/2010 final

RULES OF PROCEDURE FOR THE MEMBER STATE

COMMITTEE

Article1
Responsibilities

In accordance with Article 76(1)(e) of RegulatiddC) No 1907/2006 the Member

State Committee (hereinafter, referred to as “the@ittee”) shall be responsible for
resolving potential divergences of opinions on dmécisions proposed by the
Agency or the Member States under Title VI of Ragioh (EC) No 1907/2006 and

proposals for identification of substances of vieigh concern to be subjected to the
authorisation procedure under Title VII of Reguwat(EC) No 1907/2006.

Article 2
Tasks

1. The Committee shall undertake the following tasks:

a)

b)

c)
d)

e)

2. In

resolving potential divergences of opinions on dacisions proposed by the
Agency or the Member States on dossier and sulesseraiuation under Title
VI,

resolving potential divergences of opinions on psgis for identification of
substances of very high concern to be subjectétetauthorisation procedure
under Title VII;

providing opinions on draft recommendations on fiijosubstances to be
included in Annex XIV of Regulation (EC) No 1900056

providing an opinion on a draft Community rollingtian plan for substances
which could constitute a risk to human health @ ¢mvironment, and on any
proposed additions to it; and

seeking agreement in cases where two or more MeS8th&rs have expressed
an interest in evaluating the same substance wuthstance evaluation.
accordance with Article 77(3) of Regulation (EG)o 1907/2006, the

Committee shall undertake other tasks at the Ekeciirector's request.



Article 3
Membership

. In accordance with Article 85(3) and (4) of Reguat(EC) No 1907/2006, each
Member State shall appoint one member to the Caeepiind the Committee
may co-opt a maximum of five additional membersly@nembers (including co-
opted members) have voting rights.

. Members nominated by Iceland, Liechtenstein andMdgrhave the same rights
and obligations as other members except the righote.

Article 4
Co-opting members

. In accordance with Article 85(4) of Regulation (E@)o 1907/2006 the
Committee shall aim to have a broad range of releexpertise among their
members. To this end the Committee may co-opt airmanr of five additional

members chosen on the basis of their specific ctanpe.

. The Committee may decide whether additional mem$leosild be co-opted and
shall agree on the required specific competencdsoarthe selection procedure
by two-thirds majority of all members having thght to vote.

. Co-opted members shall be appointed for a termhi&et years, which may be
renewed by the Committee, if it decides that thecgjt competence of the co-
opted member continues to be necessary for the Qteem

. These additional members can be co-opted at amy poiime.

Article5
Term of office and replacing members

. In accordance with Article 85(4) of Regulation (E9 1907/2006, the term of

office of the members of the Committee shall bed¢hyears starting from the date
of the first plenary meeting to which they wereiied. The appointment shall be
renewable.

. A member’'s term of office shall end before the exmf the three-year period
with his or her resignation submitted in writingttee Agencyor, in the case of
non co-opted members, following a communicationthie Agency from the
Member State concerned indicating another appomtnie new member thus
appointed shall start serving a full term of thyears starting from the date of the
appointment by the Member State.

. The members may, in exceptional cases when they paegented from
participating in a meeting of the Committee, idntn advance a person who
shall be invited by the Agency to participate imaeting as an invited expert or
as his/her alternate if such has been appointed.



4. A member with a voting right may have an alternad@pointment of an alternate
to the member shall be communicated to the Agencythe Member State
concerned. This appointment may take place at amt [n time. The term of
office of an alternate member starts from the dz#teppointment. All other
provisions of these Rules of Procedure for the nesmhbre applicable also to the
alternate members, except the possibility of actasy a rapporteur or co-
rapporteur. Co-opted members shall not have altesn

5. Alternates shall represent and vote for the appdintember in the absence of the
member when he/she is not in attendance at theingedit the request of the
member, the alternate may respond on behalf ofrtmber in case of written
procedures or any request for urgent advice froormbegs between meetings.

6. If prevented from participating in a meeting ornmreending an alternate, in case
one has been appointed, members of the Commitigeghtihe right to vote may
vote by proxy. If they wish to use this right, thelould inform this to the
Secretariat before the meeting. In addition toheis/own vote each member
having the right to vote may cast a maximum of wetes by proxy. The proxy
shall be notified to the Committee at the beginnifighe meeting and shall be
recorded in the minutes.

Article 6

Other participants at the meetings

1. The meetings of the Committee and its working gsosipall be open to advisers,
invited experts and observers, as specified ingrapds 2 to 8.

2. Advisers are participants of the Committee meetingsits working groups
accompanying members to provide advice on scientiéichnical or regulatory
matters. The members shall notify the names of thevisers to the Secretariat
before the meeting which they are due to attend.

3. Invited experts are experts in technical or scientields who can, upon proposal
of a member or the Secretariat, be invited by tgenty to participate for one or
more points of the agenda in a meeting of the Cdtamor its working groups.

4. Observers are other participants of the meetinghefCommittee or its working
groups under paragraphs 5 to 8 who are not mendmvisers or invited experts.

5. The Executive Director and his representatives agpresentatives of the
Commission shall be entitled to take part in thetimgs of the Committee and its
working groups as observers.

6. Representatives of stakeholder organisations magdbdtted by the Committee
as observers to the meeting of the Committee awvdtking groups upon request
of members of the Committee or the Management Boahese stakeholder
observers shall conform to the ECHA Code of condiact observers from
stakeholder organisations at ECHA meetings.

7. Pursuant to Articles 106 and 107 of Regulation (EB) 1907/2006,
representatives of third countries and internationganisations may take part in



the meetings as observers if the Management Boasl ihvited them, in
agreement with the Committee, to participate invileek of the Agency.

8. Other observers may be admitted upon request aérabar of the Committee or
of the Chair.

9. The Committee shall agree by two-thirds majoritytimembers having the right
to vote on the procedure for the admission of olessrreferred to in paragraphs
6 and 8.

10.The Chair may decide to hold the meeting or passetof in a closed session

11.Invited experts and observers referred to in pafaitgg 6 to 8 shall have the same
access to the documents of the meeting or the dectstiior the relevant agenda
points that they take part in as the members, @xoeglation to the issues that
the Chair identifies as confidential or where thparticipation is excluded.
Advisers’ access to documents is at the discretighe respective member.

Article 7
Chair

1. In accordance with Article 85(9) of Regulation (EGC) 1907/2006, the
Committee shall be chaired by an employee of then&y assigned by the
Executive Director.

2. In case of absence of the Chair, the Executivedrewill assign a replacement.

Article 8
Responsibilities of Chair

The Chair is responsible for the efficient condatthe business of the Committee
and shall in particular:

a) plan the work of the Committee together with thembers and the
Secretariat;

b) monitor that the Rules of Procedure are respeatedpaopose measures in
case of breach;

c) ensure that at the beginning of each meeting atgngial conflict of interest
is declared regarding any particular item to beutsed by the Committee;

d) ensure that the work of the Committee is consisietit its tasks indicated in
Article 77(3) of Regulation (EC) No 1907/2006, inding the requests from
the Executive Director;

e) endeavour to ensure, together with the Committed Hre Secretariat,
consistency of the Committee’s work;

f) ensure that all underlying argumentation is adexjyateflected in the
deliberations of the Committee;

g) co-ordinate together with the Secretariat the wairthe Committee with that
of other Committees of the Agency and the Forum Eocchange of
Information on Enforcement as well as with othelevant Community
committees or bodies;



h) facilitate reaching unanimous agreements and pirayidpinions within the
set deadlines; and
i) execute any additional powers entrusted to therQiyatihe Committee.

Article 9
Independence

1. Pursuant to Article 88(2) of Regulation (EC) No I2D06, members shall make
a declaration of commitment to fulfil their dutiesxd a declaration of any
interests which could be considered to be prejatlitci their independence. The
declarations shall be made in accordance with tbdets contained in Annex 1
and Annex 2. These declarations shall be made dypmuavriting and be entered
in a register held by the Agency. In addition, tleelarations of interests shall be
published on the Agency’s website without prejudérticle 11(1).

2. According to Article 88(3) of Regulation (EC) No @®2006, members, their
advisers and invited experts participating in theetmg shall declare at each
meeting any interest which could be considered ¢o poejudicial to their
independencewith respect to any point on the agenda. Any membdeclaring
such interests shall not participate in any votinghe relevant agenda point. The
Chair may decide if other measures are necessary.

3. According to Article 87(1) of Regulation (EC) Nod®2006, for each case, the
rapporteur and co-rapporteur referred to in Artitfeshall undertake to act in the
interest of the Community and shall make a dedtzmadf commitment to fulfil
their duties and a declaration of interests iningit A member of the Committee
shall not be appointed as rapporteur for a pagrcehse if he indicates any
interest that might be prejudicial to the indepetid®nsideration of that case.

4. Members who work as private consultants or whoeanployed by a consultancy
company (including employees of universities orluimstitutes providing such
services on an occasional basis) and who curremdlye contracts with the
chemical industry or downstream users associatichemical companies, or
other potential registrants or authorisation applts, or other bodies which can
be considered as an interest group in the contet#teofield dealt with by the
Committee, should withdraw from current contraatel refrain from entering
into any new contracts with potential registraafgplicants and chemical industry
or downstream user associations.

5. Members may not be employed by a private enterphaecould have any direct
interest in the matter dealt with by the Committee by an industry association
or other body which can be considered as an irtgresip in the context of the
field dealt with by the Committee. The member shedign from the Committee
before entering into service in any such entermisassociation.

6. The Chair is representing the Committee towardserotparties. Individual
members can be mandated by the Chair to represer@emmittee on specific
iSsues or occasions.

1 “ECHA Guidance on conflicts of interest for ECHA@mittees and Forum members, their advisers and
invited experts” provides guidance on identifyimgeirests that could potentially present conflicts.



Article 10
Confidentiality

. Members, their advisers, invited experts and olessref the Committee and its
working groups shall not disclose to any persoreothan representatives of
relevant competent authorities of the Member Statee Commission and
Community bodies any information acquired as a ltesuitheir work in the
Committee unless otherwise stipulated in Commuoityational law or already
publicly available. They shall make a written deatmn of confidentiality in
accordance with a model laid down in Annex 3.

. The obligation to maintain confidentiality shall ntmue to apply even after
participation of members, their advisers, invitggexts and observers in the work
or in the meetings of the Committee has ceased.

Article 11
Transparency

. In accordance with Article 88(1) of Regulation (EG)o 1907/2006, the
membership shall be made public unless the Exexuivector decides not to
publish the appointment at a request of an indafidaember.

. The Committee shall operate in accordance withrntbed for a high level of
transparency, without prejudice to legitimate resisefor confidentiality or the
independence of members, their advisers and inatgubrts vis-a-vis external
influence.

. The following documents of the Committee shall lbdlshed on the Agency’s
web site, subject to respect of confidentialityuiegments:

- Rules of Procedure;

- Final minutes of plenary meetings in accordanitk #rticle 16(1);

- Draft agendas;

- The annual declarations of interests in accoreavith Article 9(1);

- The names of the members of the Committee togetith their brief

CVs.

. With the exception of minority opinions referred ito Article 19(5) and (6),
individual views, whether expressed orally or intimg by members or experts
during deliberations within the Committee or a wnogk group, shall not be
ascribed to a particular individual unless thiseplicitly requested by the
individual.



Article 12
Invitations to meetings

1. The meetings of the Committee shall be convendrbeliy an initiative from the
Chair or, where necessary, by the Executive Direfiibowing a request of a
majority of the members. The meetings are convemedneans of a written
invitation from the Agency.

2. The invitation to an ordinary meeting shall be giated no later than 15 calendar
days before the meeting.

3. In urgent cases when it is necessary to conven€dmemittee immediately, the
Executive Director may, at the request of a mendighe Committee or on his
own initiative, shorten the time limit for invitatms to a minimum of five calendar
days before the start of the meeting.

Article 13
Agenda for ordinary meetings

1. A provisional agenda shall be drawn up by the Claaid circulated to the
Committee together with the invitation to the megti

2. Members may request items to be included in the@daeSuch requests shall be
submitted to the Secretariat at an appropriate titeno later than 12 calendar
days before the meeting.

3. Afinal draft agenda shall be established by thaiCand circulated no later than
ten calendar days before the meeting. The agendl kb adopted at the
beginning of each meeting.

4. If the Committee so decides, urgent questions neagduled to the agenda at any
time prior to the end of the meeting, and itemgf@agenda may be deleted or
carried over to a subsequent meeting.

Article 14
Documentation for meetings

Documentation for the meeting shall be made avigilab early as possible to allow
preparation for the meeting. With due consideratibtheir volume and complexity,
documents shall be made available no later thangkmdar days before the meeting.
This period can be shortened by the Chair in jiestibnd exceptional cases. Unless
the Committee otherwise agrees, documents availakke than ten calendar days
before the meeting would be for discussion only.

Article 15
Agenda and documentation for urgent meetings

The draft agenda and documents for an urgent nieetiierred to in Article 12(3)
shall be circulated together with the invitationlater than five calendar days before
the start of the meeting.



Article 16
Minutes
. Final minutes of plenary meetings shall include:

a) any specific interests declared by the participtmemy points of the agenda
pursuant to Article 9(2);

b) a summary record of the proceedings;

c) reference to the agreements and opinions reach#telommittee and their
underlying argumentation;

d) the list of attendees;

e) action points.

. Taking into account Article 6(11), draft minutesaBhbe distributed to all
participants of the meeting no later than 28 caendhys after the meeting.
Written comments shall be provided to the Secratavithin a specified deadline
which shall be a minimum of seven calendar days. Mimutes shall be approved
at a following meeting or by a written procedure.

Article 17

Rapporteurs

. Pursuant to Article 87(1) of Regulation (EC) No I&D06, where the
Committee is required to provide an opinion unddiches 44(2), 45(5), 58(3) or
77(3)(c) of Regulation (EC) No 1907/2006, it shdéntify and appoint one of its
members as a rapporteur as early as possible. Bhemiltee may appoint a
second member to act as co-rapporteur.

. The Committee shall agree by two thirds majorityalbimembers having the right
to vote on the role and tasks of the rapporteur @wskible co-rapporteur, and
how they are appointed.

Article 18
Working groups

. Where appropriate, the Committee may establisha@ddn permanent working
groups. A working group shall be chaired by a menmdfgehe Committee or the
Secretariat and shall report to the Committee.

. The mandate, composition and the objectives of &kiwg group as well as the
duration of its activity shall be determined andieaed periodically by the

Committee. The Committee decision establishingtlamdate and objectives of a
working group shall also include its compositiordashall be recorded in the
minutes of the meeting.

. Working groups are composed of volunteering membérfhie Committee and
invited experts on the basis of the required exgeriMembers of the Working
Group should receive an invitation from the Chdithe Committee.

. Draft agendas, meeting dates and minutes of thkimggroup meetings shall be
made available to the Committee.



. Working groups under the Committee shall applyeheales of Procedure of the
Committee, as applicable.

. Where appropriate, the Committee may establish watitlier ECHA Committees,
a joint working group by mutual consent. The psauis of paragraphs 2-5 shall
apply mutatis mutandis to the joint working group. The mandate referredrt
paragraph 2 shall specify the applicable rules oicedure referred to in
paragraph 5 and the Chair of the joint working grou

Article 19
Quorum and agreements or opinions of the Committee

. The quorum necessary for a meeting is achieved ahdeast 60 percent of all
members having the right to vote are present oresgmted by a proxy at the
meeting at the time of the agenda point in question

. Members having declared a conflict of interest rdigay the relevant agenda
point shall not be regarded as a part of the qudiamthe purposes described
under paragraph 1, and shall not participate imgain that agenda point.

. If the quorum is not achieved the Chair may detadiaunch a written procedure
in accordance with Article 20, where appropriatepreening the deadline in its
paragraph 2 to five calendar days.

. When the task of the Committee is to seek agreenteshall use its best
endeavours to reach unanimity.

. Where unanimous agreement by members present itidceto vote cannot be
reached, the opinion of the Committee shall, f& plurposes of Articles 45(3)
and 59(9) of Regulation (EC) No 1907/2006, consistthe position of the
majority of members having the right to vote, irdthg its grounds, and minority
position(s), including their grounds. Members hgviminority position(s) shall
provide them to the Committee in writing, statingacly their grounds. These
minority position(s) shall also be indicated in tbpinion. The provision of
minority position(s) shall beecorded in the minutes and published.

. When preparing an opinion for the purposes of Aatict4(2), 45(5) and 58(3) of
Regulation (EC) No 1907/2006, the Committee shadl its best endeavours to
reach a consensus. If consensus cannot be redlobexpinion shall consist of the
position of the majority of members having the tigh vote, including its
grounds. Members having minority position(s) shplovide them to the
Committee in writing, stating clearly their grounde provision of minority
position(s) shall be recorded in the minutes artdigled.

. Unless these Rules of Procedure specify otherwliseisions on any procedural
issues need to be supported by a simple majorigll ghembers having the right
to vote.



Article 20
Written Procedure

1. The Committee can adopt agreements, establisha@rand take decisions by
written procedure. To this end, the Chair of them@uttee shall send the
members the draft documents on which their opingosought and indicate the
response period.

2. The period shall normally not be shorter than talermdar days. If the case is
urgent,, the period can be shortened to a minimiufiveo calendar days.

3. Without prejudice to paragraph 5, any member whesdwt comment within the
response period is considered to have given histheit agreement to the
document. A document is agreed by consensus fallpwie tacit or express
agreement of all members having the right to vote.

4. If the document is not agreed by consensus, thentymposition(s) shall be duly
recorded in the written procedure report.

5. When agreements are being adopted, at least 6@mest the members having
the right to vote have to respond for the writtemcedure to be regarded as valid.

6. If major and justified objections are submittedthe Secretariat, or under other
exceptional circumstances, the Chair shall decieter the written procedure
shall be suspended or terminated, in whole or m {athe written procedure is
terminated, the adoption of the agreement, opioiodecision shall be postponed
to the next meeting of the Committee.

7. The Secretariat shall inform the Committee of th@écome of the written
procedure and present the written procedure rdpaitte Committee at its next
meeting.

Article 21
Rei mbur sement

The Agency shall reimburse members of the Commited, where appropriate,
other participants invited to attend meetings ef @ommittee in accordance with the
rules adopted by the Management Board on the reseinent of travel and other
expenses.

Article 22
General provisions

1. The Rules of Procedure or any amendment to thethaghaly from the date they
have been approved by the Management Board.

2. The decision to amend these Rules of Proceduré lshabken by a two thirds
majority of all members having the right to votemé@ndment of the Rules of
Procedure shall be approved by the Management Board

1C
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Annex 1

ANNUAL DECLARATION OF COMMITMENT OF ECHA
MEMBER STATE COMMITTEE MEMBERS

| .e......., hereby declare that | shathake all
reasonable efforts to fulfll my dutles as a memaerlternate membfeof the Member
State Committee of the European Chemicals Agency.

More particularly, | undertake not to seek or at@ayy instructions from any party other
than the Member State which appointed me.

| understand that this Declaration will be enteneda register held by the European
Chemicals Agency which is accessible to the pubiictequest, at the Agency’s offices.

Done at on / 20

Signature:

2 Strike through the text that is not relevant.
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Annex 2

ANNUAL DECLARATION OF INTERESTS OF ECHA
COMMITTEES AND FORUM MEMBERS

Title (Ms., Mr., Dr., Prof.): ..o,
FIrSt NamMIE: L. e e e
Y1 1 = 10T
Position:

[ ] Member of the Committee for Risk Assessment

[ ] Member of the Committee for Socio-economic Arsig

[ ] Member of the Member State Committee

[ ] Member of a Forum for Exchange of Informatiam Bnforcement
[ ] Alternate Member of the Member State Committee

hereby declares to have the following interests

1. Work and activities in organisations relevant t@ tbperating area of
ECHA during the past 5 yedrs

Name of organisation Position/Tasks Period

2. Financial interests in a company relevant to therajing area of ECHA
during the past 5 years and exceeding 50 000 ®©ardting right of 5 %
or more per compafly

Name of the company Current/Past

3. Other interests or facts whether or not relatesutth organisationsvhich
you consider should be made known to the Agencgluding matters
relating to the members of your housefiold

3 Work and activities, whether or not remuneratedafod/or on behalf of such a company or organisaitd other links with the
industry and organisations of REACH relevance. |8#ets 3.3 and 3.4 of the ECHA Guidance on cordflaftinterest

“Investment funds excluded. See point 3.2 of the E@diidance on conflicts of interest.

® See point 3.6 of the ECHA Guidance on conflictintérest.

® A household member means: spouse, partner, af kiviitg at the same address as the Committee/Fonember concerned. The
names of these persons do not need to be declared.

13



PP , hereby declare o
my honour that, to the best of my knowledge, thig direct or indirect interests
have in organisations relevant to the operating axe ECHA related to my
position referred to above are those listed above.

| further declare that should any changes occurséwadld it appear that | have
acquire additional interests that should be madavknto the Agency, | sha
forthwith declare them and complete a new declamatif interests detailing th
changes.

| understand that this Declaratiaall be published on the European Chemicals
Agency’s websiteand entered in a register held by the Agency wisich
accessible to the public, on request, at the Agsrafiices.

—_ >

D —
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Annex 3

DECLARATION OF CONFIDENTIALITY OF ECHA
MEMBER STATE COMMITTEE MEMBERS, THEIR
ADVISERS, INVITED EXPERTS AND OBSERVERS

I . , hereby declare that | shalhdertake to
exercise the greatest dlscretlon W|th regard tdaaits and information coming to my
knowledge in the course of or in connection witle therformance of my duties a
member/adviser/invited expert/alternate memberfviese of the Member State
Committee of the European Chemicals Agency. | amatlldisclose to any persons other
than representatives of relevant competent autberiof the Member States, the
Commission or Community bodfeanyinformation acquired as a result of my work in
the Committee unless otherwise stipulated in Conitpuor national law or already
publicly available. | accept without reservatioratth continue to be bound by this
obligation also after these duties have ceased.

Done at on / 20

Signature:

Position:

’ Strike through the text that is not relevant.
8 For observers from stakeholder organisationsptheisions of the ECHA Code of Conduct for obsesver
from stakeholder organisations at ECHA meetingsyapp
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RULES OF PROCEDURE FOR THE COMMITTEE FOR RISK
ASSESSMENT

Article 1
Responsibilities

In accordance with Article 76(1)(c) of Regulatid@) No 1907/2006 the Committee
for Risk Assessment (hereinafter, referred to ase “tCommittee”) shall be
responsible for preparing the opinion of the EusspeChemicals Agency
(hereinafter, referred to as “the Agency”) on ewtilbns, applications for
authorisation, proposals for restrictions and psa®for classification and labelling,
and any other questions that arise from the omeraif the Regulation relating to
risks to human health or the environment.

Article 2
Tasks

The Committee, in accordance with Article 77(3)R&gulation (EC) No 1907/2006
and Article 37(4) of Regulation (EC) No 1272/20@8all undertake the following
tasks:

a) performing the tasks allotted to it under Titl&4 to X of Regulation (EC) No
1907/2006;

b) performing the task allotted to it under Title V 8&fegulation (EC) No
1272/2008;

c) at the Executive Director's request, providing techl and scientific support
for steps to improve cooperation between the Conmyyuts Member States,
international organisations and third countries smientific and technical
issues relating to the safety of substances, asasedctive participation in

%1t should be noted that tasks are allotted ta@bmmittee under Titles VII, VIIl and X



technical assistance and capacity building actigibtn sound management of
chemicals in developing countries;

d) at the Executive Director's request, drawing upoamion on any other
aspects concerning the safety of substances anativai in preparations or in
articles.

Article 3
Membership

1. In accordance with Article 85(1) and (4) of Riegion (EC) No 1907/2006, the
Committee is composed of members appointed by theagement Board of the
Agency (hereinafter, referred to as the “ManagenBadrd”) and members co-
opted by the Committee. Only members (includingopted members) have
voting rights.

2. Members nominated by the EEA-EFTA States thai@land, Liechtenstein and
Norway have the same rights and obligations ag otieenbers except the right to
vote.

Article4
Co-opting members

1. In accordance with Article 85(4) of Regulation (E@)o 1907/2006 the
Committee shall aim to have a broad range of refeexpertise among their
members. To this end the Committee may co-opt armanr of five additional
members chosen on the basis of their specific ctenpe.

2. The Committee may decide whether additional memsleosild be co-opted and
shall agree on the required specific competencdsoanthe selection procedure
by two-thirds majority of all members having thght to vote.

3. Co-opted members shall be appointed for a termhiet years, which may be
renewed by the Committee, if it decides that thec#g competence of the co-
opted member continues to be necessary for the Gib@em

4. These additional members can be co-opted at amy jpoiime.
Article5
Term of office, nomination and resignation/revocation

1. In accordance with Article 85(4) of Regulation (E) 1907/2006, the term of
office of the members of the Committee shall be¢hyears starting on the date
of the appointment by the Management Board. Theoiappent shall be
renewable.

2. A member’s term of office shall end before the exmif the three-year period
with his or her resignation, submitted in writirgthe Agency, or death.

3. The Executive Director may request the member sgneor the appointing
body™ to revoke the appointment following a justifiedposal from the Chair in
any of the following cases:

° The ECHA Management Board or the Committee incéise of co-opted members.



a) the appointed member does not sign the declaratibosmmitment, interests
and confidentiality referred to in Articles 9(1)dat0(1) within three months
of the date of appointment;

b) the member does not attend four consecutive metitfout justification or
notification; or

c) the member is not fulfilling his/her duties.

The Member State which nominated the member refetoein a) to c), may
nominate a replacement candidate in accordancepaithgraph 4.

Member States which have no or only one appointethiber in the Committee,
may nominate one or more candidates at any poirtinie. After receiving
nominations, the Executive Director of the Agenbglsrequest the Management
Board to decide on the appointment of new members.

Members are appointed for their qualifications ahdrefore shall not have
alternates. The members may, in exceptional cakes whey are prevented from
participating in a meeting of the Committee, idntn advance a person who
may, without the need to have a recourse to theepiwre laid down in Article

6(3), be invited by the Agency to participate imaeting as an invited expert.

Article 6
Other participants at the meetings

. The meetings of the Committee and its working gsosipall be open to advisers,
invited experts and observers, as specified ingrapds 2 to 9.

. Advisers are participants of the Committee meetingsits working groups
accompanying members to provide advice on scientiéichnical or regulatory
matters. The members shall notify the names of thavisers to the Secretariat
before the meeting which they are due to attend.

Invited experts are experts in technical or scienfields who can, upon proposal
of a member or the Secretariat and in agreemeht thvé Committee, be invited
by the Agency to participate for one or more pooftthe agenda in a meeting of
the Committee or its working groups.

. Observers are other participants of the meetingh@fCommittee or its working
groups under paragraphs 5 to 9 who are not memddvisers or invited experts.

. The Executive Director and his representatives agpresentatives of the
Commission shall be entitled to take part in thetimgs of the Committee and its
working groups as observers.

Representatives of stakeholder organisations madbetted as observers to the
meeting of the Committee or its working groups upequest of members of the
Committee or the Management Board. These stakehol$ervers shall conform

to the ‘ECHA Code of Conduct for observers fromksteolder organisations at
ECHA meetings’.

. Applicants for authorisation and, where relevartheo case-owners may be
admitted as observers when their application ore c&s addressed by the
Committee.



8. Pursuant to Articles 106 and 107 of Regulation (ERd 1907/2006,
representatives of third countries and internationganisations may take part as
observers if the Management Board has invited thiemgagreement with the
Committee, to participate in the work of the Agency

9. Other observers may be admitted upon request aéralrar of the Committee or
of the Chair.

10.The Committee shall agree by two-thirds majoritatimembers having the right
to vote on the procedure for the admission of olessrreferred to in paragraphs
6, 7 and 9.

11.The Chair may decide to hold the meeting or paeseiof in a closed session.

12.Invited experts and observers referred to in pafaitgg 6 to 9 shall have the same
access to the documents of the meeting or the dectsiior the relevant agenda
points that they take part in as the members, éxoeplation to the issues that
the Chair identifies as confidential or where thparticipation is excluded.
Advisers’ access to documents is at the discretfdhe respective member.

Article 7
Chair

1. In accordance with Article 85(9) of Regulation (EGC)o 1907/2006, the
Committee shall be chaired by an employee of then&y, assigned by the
Executive Director.

2. In case of absence of the Chair, the Executivedreawill assign a replacement.

Article 8
Responsibilities of Chair

The Chair is responsible for the efficient condatthe business of the Committee
and shall in particular:

a) plan the work of the Committee together with thenmbers and the
Secretariat;

b) monitor that the Rules of Procedure are respeateldpaopose measures in
case of breach;

c) ensure that at the beginning of each meeting amgnpal conflict of interest
is declared regarding any particular item to beutsed by the Committee;

d) ensure that the work of the Committee is consistetit its tasks indicated in
Article 77(3) of Regulation (EC) No 1907/2006, mding the requests from
the Executive Director;

e) ensure, together with the Committee and the Se@gtshe regulatory and
scientific consistency of the Committee’s opiniamsl recommendations;

f) ensure that scientific grounds are adequately atefte in the Committee
opinions;

g) co-ordinate together with the Secretariat the wadrthe Committee with that
of other Committees of the Agency and the Forum Eochange of
Information on Enforcement as well as with othelevant Community
committees or bodies;



h) facilitate adoption of opinions within the set di#ael and endeavour to reach
consensus in the opinions of the Committee;

i) execute any powers entrusted to the Chair by thenfiitiee, such as
representing the Committee towards other parties.

Article 9
Independence

1. Based on Article 88(2) of Regulation (EC) No 19@0®, members shall make a
declaration of commitment to fulfil their dutiesdam declaration of interests
which could be considered to be prejudicial to rthizidependence. The
declarations shall be made in accordance with tbdefs contained in Annex 1
and Annex 2. These declarations shall be made dypmuavriting and be entered
in a register held by the Agency. In addition, tleelarations of interests shall be
published on the Agency’s website without prejudicérticle 11(1).

2. According to Article 88(3) of Regulation (EC) No @®2006, members, their
advisers and invited experts participating in theeting shall declare at each
meeting any interest which could be considered ¢o pibejudicial to their
independence with respect to any point on the agenda. Any membeclaring
such interests shall not participate in any votinghe relevant agenda point. The
Chair may decide if other measures are necessary.

3. According to Article 87(1) of Regulation (EC) No I®2006, for each case,
rapporteurs and co-rapporteurs referred to in Rrtic/ shall undertake to act in
the interest of the Community and shall make aatatbn of commitment to
fulfil their duties and a declaration of interests writing. A member of the
Committee shall not be appointed as rapporteur afoparticular case if he
indicates any interest that might be prejudiciahi® independent consideration of
that case.

4. Following Article 85(7) of Regulation (EC) No 19@D06, members, their
advisers and invited experts of the Committee ®rwbrking groups shall not
accept from any Member States any instructions mpadible with their
individual tasks or with the tasks, responsibifitiand independence of the
Agency. Similarly, these persons should refrainmfr@accepting any such
instructions from any other parties.

5. Members who work as private consultants or whoeanployed by a consultancy
company (including employees of universities or lmumstitutes) and provide
such services and who currently have contracts whbmical industry or
downstream users associations, chemical compariesher potential registrants
or authorisation applicants, or other bodies witigh be considered as an interest
group in the context of the field dealt with by tBemmittee, should withdraw
from current contracts and refrain from enteringp iany new contracts with the
aforementioned legal entities.

6. Members may not be employed by a private enterphaecould have any direct
interest in matters dealt with by the Committee Iopan industry association or
other body which can be considered as an intereapgn the context of the field

1 ‘ECHA Guidance on conflicts of interest for ECHA@mittees and Forum members, their advisers and
invited experts’ provides guidance on identifyim¢eirests that could potentially present conflicts.



dealt with by the Committee. The member shall, imgiple, resign from the
Committee before entering into service in any sererprise or association.

. Individual members or the Chair can be mandatethbyCommittee to represent
the Committee on specific issues and/or occasions.

Article 10
Confidentiality

. Members, their advisers, invited experts and olessref the Committee and its
working groups shall not disclose to any persorerothan representatives of
relevant public authorities of the Member StateBe tCommission and
Community bodies, any information acquired as ailtesf their work in the
Committee unless otherwise stipulated in Commuoityational law or already
publicly available. They shall make a written deateon of confidentiality in
accordance with a model laid down in Annex 3.

. The obligation to maintain confidentiality shall ntmue to apply even after
participation of members, their advisers, invitggexts and observers in the work
or in the meetings of the Committee has ceased.

Article 11
Transparency

. In accordance with Article 88(1) of Regulation (EG)o 1907/2006, the
membership shall be made public unless the Exexudivector decides not to
publish the appointment at a request of an indalicdember.

. The Committee shall operate in accordance withrntbed for a high level of
transparency, without prejudice to legitimate resisefor confidentiality or the
independence of members, their advisers and inatgubrts vis-a-vis external
influence.

. The following documents of the Committee shall lbdlshed on the Agency’s
web site, subject to respect of confidentialityuiegments:

— Rules of Procedure;

— Final minutes of plenary meetings, including tte of attendees and any
specific interests declared by the participantarty points of the agenda
pursuant to Article 9(2);

— Draft agendas;
— Final opinions;
— The annual declaration of interests in accordaritie Awticle 9(1);

— The names of the members of the Committee togetiidr their brief
CVs.

. With the exception of minority positions referremin Article 19(5), individual
views, whether expressed orally or in writing by mieers or experts during
deliberations within the Committee or a working uwoshall not be ascribed to a
particular individual, unless this is explicitlyoqeested by the individual.



Article 12
Invitations to meetings

1. The meetings of the Committee shall be convendrbeliy an initiative from the
Chair or, where necessary, by the Executive Direfathowing a request of a
majority of the members. The meetings are convdmedneans of a written
invitation from the Agency.

2. The invitation to an ordinary meeting shall be giated no later than 21 calendar
days before the meeting.

3. Inurgent cases, and where the measures to becaldoged to apply immediately,
the Executive Director may, at the request of a bmmof the Committee or on
his own initiative, shorten the time limit for ingtions to a minimum of seven
calendar days before the start of the meeting.

Article 13
Agenda for ordinary meetings

1. A provisional agenda shall be drawn up by the Claaid circulated to the
Committee together with the invitation to the megti

2. Members may request items to be included in the@daeSuch requests shall be
submitted to the Secretariat at an appropriate titeno later than 12 calendar
days before the meeting.

3. Afinal draft agenda shall be established by thaiCand circulated no later than
ten calendar days before the meeting. The agendl kb adopted at the
beginning of each meeting.

4. If the Committee so decides, urgent questions neagdued to the agenda at any
time prior to the end of the meeting, and itemgtenagenda may be deleted or
carried over to a subsequent meeting.

Article 14
Documentation for meetings

Documentation to the meeting shall be made availablearly as possible to allow
preparation for the meeting. With due consideratibtheir volume, documents shall
normally be made available at least ten calendgs Hafore the meeting.

Article 15
Agenda and documentation for urgent meetings

The draft agenda and documents for an urgent nieegi@rred to in Article 12(3)
shall be circulated together with the invitatiorttet latest seven calendar days before
the start of the meeting.



Article 16
Minutes
. Minutes of each meeting shall as a general rulkeidiec

a) any specific interests declared by the participamtgny points of the agenda
pursuant to Article 9(2);

b) a summary record of the proceedings;

c) reference to the opinions adopted by the Committee;

d) the list of attendees;

e) action points.

. Taking into account Article 6(12), draft minutesaBhbe distributed to

participants of the meeting no later than 28 caendhys after the meeting.
Written comments shall be provided to the Secratawithin the specified

deadline which shall be a minimum of seven calewldgs. The minutes shall be
approved at a following meeting or by a writtengadure.

Article 17
Rapporteurs

. Where the Committee is required to provide an apinit shall identify and
appoint one of its members as a rapporteur as earfyossible. The Committee
may appoint a second member to act as co-rapporteur

. The Committee shall agree by two thirds majorityref members present having
the right to vote on details of the roles and taskthe rapportewrand possible
co-rapporteu;sand on how they are appointed.

. Any remuneration of the rapporteur and co-rapporteitheir employer shall be
based on the rules established by the ManagemeamtdBand laid down in a
written contract between the Agency and the personcerned or his/her
employer.

. The Committee may replace the rapporteur or coadepr by another one of its
members at any time, if, for example, they are len&dbfulfil their duties within
the prescribed time limits, or if an interest thight be prejudicial to the
independent consideration of a case comes to light.

. The Committee may decide to designate a workingumrto support the
rapporteur and co-rapporteur in their task.

. Where relevant and in view of Articles 64(3) and3jlof Regulation (EC) No
1907/2006, the rapporteur and co-rapporteur sloadiperate with the rapporteur
and co-rapporteur of the Committee for Socio-ecdnoAnalysis in order to
ensure the necessary coordination when the opiignprepared.

Article 18
Working groups

. Where appropriate, the Committee may establishaaddn permanent working
groups as well as subgroups to these working groAipgorking group shall be



chaired by a member of the Committee or the Setaét@and shall report to the
Committee.

. The mandate, composition and the objectives of &kiwg group as well as the
duration of its activity shall be determined andieaed periodically by the

Committee. The Committee decision establishingtlamdate and objectives of a
working group shall also include its compositiordashall be recorded in the
minutes of the meeting.

. Working groups are composed of volunteering membérthe Committee and
invited experts on the basis of the required exgertThe working group
members should receive an invitation from the Caathe Committee.

. Any remuneration of invited experts serving on akimy group shall be based
on the rules established by the Management Boaddlad down in a written
contract between the Agency and the person condenmnkeis/her employer.

. Draft agendas, meeting dates and minutes of thkimgpgroup meetings shall be
made available to the Committee.

. Working groups under the Committee and their sulpggoshall apply the Rules
of Procedure of the Committee, as applicable.

. Where appropriate, the Committee may establish aiitier ECHA Committees,
a joint working group by mutual consent. The psauis of paragraphs 2-6 shall
apply mutatis mutandis to the joint working group. The mandate referredrt
paragraph 2 shall specify the applicable rules ofcedure referred to in
paragraph 6 and the Chair of the joint working grou

Article 19
Quorum and opinions or decisions of the Committee

. The quorum necessary for a meeting is achieved whégast sixty percent of all
members having the right to vote are present atrtbeting at the time of the
agenda point in question.

. Members having declared a conflict of interest rdiggy an agenda point under
Article 9(2) shall not be regarded as a part of ¢uwrum for the purposes
described under paragraph 1, and shall not paateip voting on that agenda
point.

. If the quorum is not achieved, the Chair may dedmiémmediately launch a
written procedure in accordance with Article 20.

. When preparing an opinion the Committee shall tssbest endeavours to reach a
consensus.

. Unless these Rules of Procedure specify otherwfsepnsensus cannot be
reached, the opinion adopted by the Committee sbakist of the position of the
simple majority of all members having the rightvite, including their grounds.
Members not supporting the majority position shatbvide their minority

position(s) to the Committee in writing, statingeatly their grounds. The
provision of minority position(s), shall be recodde the minutes and published.



6. Unless these Rules of Procedure specify otherwliseisions on any procedural
issues need to be supported by a simple majorigll ghembers having the right
to vote.

Article 20
Written Procedure

1. The Committee can adopt opinions and take othesides by written procedure.
To this end, the Chair of the Committee shall sémel members the draft
documents on which their opinion is sought anddatdi the response period.

2. The period shall normally not be shorter than taferdar days. If the case is
urgent, or if agreed beforehand by the Committeednsensus, the period can be
shortened to a minimum of five calendar days.

3. When opinions are being adopted, at least sixtggmgrof the members having
the right to vote have to respond for the procedtse regarded as valid.

4. If the opinion is not adopted by consensus, thétipasof the simple majority of
all members having the right to vote, includingittgrounds, and the minority
position(s), including their grounds, shall be dulgcorded in the written
procedure report.

5. When other decisions are being taken, any memberdeks not comment within
the response period is considered to have givein theit agreement to the
document. A document is agreed by consensus whem#mbers having the
right to vote have agreed expressively or tacltiythe event of non-consensus,
Article 19(6) shall apply.

6. If major and justified objections are submitted ttee Secretariat, or under
exceptional circumstances, the Chair shall decide,agreement with the
rapporteur and co-rapporteur, whether the writtee@dure shall be suspended or
terminated, in whole or in part. If the written pealure is suspended, the Chair
may decide that the adoption of the draft opiniodecision should be postponed
until the next meeting of the Committee.

7. The Secretariat shall inform the Committee of th@écome of the written
procedure and present the written procedure repmtiding any opinion or
decision, at its next meeting.

Article 21
Rei mbur sement

The Agency shall reimburse members of the Commited, where appropriate,
other participants invited to attend meetings ef @ommittee in accordance with the
rules adopted by the Management Board on the reseiment of travel and other
expenses.

1C



Article 22
General provisions

1. The Rules of Procedure or any amendment to thethaghaly from the date they
have been approved by the Management Board.

2. The decision to amend these Rules of Proceduré lshabken by a two thirds
majority of all members having the right to votem@ndment of the Rules of
Procedure shall be approved by the Management Board

ANNEX 1 Declaration of commitment form
ANNEX 2 Declaration of interests form
ANNEX 3 Declaration of confidentiality form
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Annex 1

ANNUAL DECLARATION OF COMMITMENT OF ECHA
COMMITTEE FOR RISK ASSESSMENT MEMBERS

| .e......., hereby declare that | shathake all
reasonable efforts to fqull my dut|es as a mendfgehe Committee for Risk Assessment
of the European Chemicals Agency.

More particularly, | undertake to exercise the tiows entrusted to me by the Committee
for Risk Assessment and not to seek or accept mstyuctions incompatible with my
individual tasks or with the tasks of the Risk Assaent Committee from any other

party.

| understand that this Declaration will be enteneda register held by the European
Chemicals Agency which is accessible to the publicrequest, at the Agency’s offices.

Done at on / 201

Signature:

12



Annex 2

ANNUAL DECLARATION OF INTERESTS OF ECHA COMMITTEES
AND FORUM MEMBERS

Title (Ms., Mr., Dr., Prof.): ...,
FirsStNamMe: ..o
SUINAIMIE. ..ttt e e e e e e e e e e et
Position:

[ ] Member of the Committee for Risk Assessment

[ ] Member of the Committee for Socio-economic Arsis

[ ] Member of the Member State Committee

[ ] Member of a Forum for Exchange of Informatiom Bnforcement

hereby declares to have the following interests

1. Work and activities in organisations relevant te tbperating area of
ECHA during the past 5 yeafs

Name of organisation Position/Tasks Period

2. Financial interests in a company relevant to therajing area of ECHA
during the past 5 years and exceeding 50 000 ©rardting right of 5 %
or more per company:

Name of the company Current/Past

3. Other interests or facts whether or not relatesbith organisation$which
you consider should be made known to the Agencgluding matters
relating to the members of your housefiald

4 Work and activities, whether or not remuneratedahd/or on behalf of such a company or orgamisatihd other links with the
industry and organisations of REACH relevance. |8#ets 3.3 and 3.4 of the ECHA Guidance on cordflaftinterest
Binvestment funds excluded. See point 3.2 of the EGtidance on conflicts of interest.

4 See point 3.6 of the ECHA Guidance on conflictintérest.

5 A household member means: spouse, partner, at liviilg at the same address as the Committee/Fonember concerned. The
names of these persons do not need to be declared.
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PP , hereby declare o
my honour that, to the best of my knowledge, thig direct or indirect interests
have in organisations relevant to the operating axe ECHA related to my
position referred to above are those listed above.

| further declare that should any changes occurséwadild it appear that | have
acquire additional interests that should be madavknto the Agency, | sha
forthwith declare them and complete a new declamatif interests detailing th
changes.

| understand that this declaration will be publghen the European Chemica
Agency’'s website and entered in a register heldthey Agency which ig
accessible to the public, on request, at the Agsrafiices.

—_ >

D —

s

D
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Annex 3

DECLARATION OF CONFIDENTIALITY OF ECHA
COMMITTEE FOR RISK ASSESSMENT MEMBERS,
THEIR ADVISERS, INVITED EXPERTS AND OBSERVERS

o , hereby declare that | shall unidde to
exercise the greatest discretion with regard tdaits and information coming to my
knowledge in the course of or in connection witle therformance of my duties a
member/adviser/invited expert/obseiesf the Committee for Risk Assessment of the
European Chemicals Agency. | shall not disclose atwy persons other than
representatives of relevant public authoritieshef Member States, the Commission and
Community bodiesany information acquired as a result of my work in themmittee
unless otherwise stipulated in Community or natidena or already publicly available. |
accept without reservation that | continue to barfabby this obligation also after these
duties have ceased.

Done at on / 201

Signature:

Position:

16 Strike through the text that is not relevant.
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BRECHA

European Chemicals Agency Helsinki, 4 March 2010
Doc: MB/06/2010 final

RULES OF PROCEDURE FOR THE COMMITTEE FOR SOCIO-
ECONOMIC ANALYSIS

Article 1

Responsibilities
In accordance with Article 76(1) of Regulation (B@) 1907/2006 , the Committee
for Socio-economic Analysis (hereinafter, referte@ds “the Committee”) shall be
responsible for preparing the opinion of the Eussp€hemicals Agency
(hereinafter, referred to as “the Agency”) on apgions for authorisation, proposals
for restrictions, and any other questions thaedrsm the operation of that
Regulation relating to the socio-economic impagbadsible legislative action on
substances.

Article 2
Tasks

The Committee, in accordance with Article 77(3Refgulation (EC) No 1907/2006 ,
shall undertake the following tasks:

a) performing the tasks allotted to it under Titfegl to XI of Regulation (EC)
No 1907/2006 ;

b) at the Executive Director's request, providing tecal and scientific
support for steps to improve cooperation betwele@ Community, its
Member States, international organisations andl tbountries on scientific
and technical issues relating to the safety of taumoes, as well as active
participation in technical assistance and capdwmiijding activities on sound
management of chemicals in developing countries;

171t should be noted that tasks are allotted ta@bmmittee under Titles VII, VIIl and X.



c) at the Executive Director's request, drawing upoamion on any other
aspects concerning the safety of substances anaivai in preparations or in
articlest®

Article 3
Member ship

1. In accordance with Article 85(2) and (4) of Regigiat(EC) No 1907/2006 , the
Committee is composed of members appointed by theagement Board of the
Agency (hereinafter, referred to as the “ManagenBarard”) and a maximum of
five additional members co-opted by the Committealy members (including
co-opted members) have voting rights.

2. Members nominated by the EEA-EFTA States that @etand, Liechtenstein and
Norway have the same rights and obligations as otieenbers except the right to
vote.

Article4
Co-opting members

1. In accordance with Article 85(4) of Regulation (EG 1907/2006 , the
Committee shall aim to have a broad range of releexpertise among their
members. To this end the Committee may co-opt airmanr of five additional
members chosen on the basis of their specific ctanpe.

2. The Committee may decide whether additional memskeosild be co-opted and
shall agree on the required specific competencdsoanthe selection procedure
by two-thirds majority of all members having thght to vote.

3. Co-opted members shall be appointed for a termhi&et years, which may be
renewed by the Committee, if it decides that thec#g competence of the co-
opted member continues to be necessary for the Gib@em

4. These additional members can be co-opted at amy jpoiime.

Article5
Term of office, and replacing and adding members

1. In accordance with Article 85(4) of Regulation (B9 1907/2006 , the term of
office of the members of the Committee shall beehyears starting on the date
of the appointment by the Management Board. Theoiappent shall be
renewable. If the appointed member does not sige declarations of
commitment, interests and confidentiality refertedin Articles 9(1) and 10(1)
within three months after the decision of the appog body, the appointment
will be revoked.

18 The Committee would deal with tasks described)rafd (c) as far as socio-economic aspects are
concerned.



2. A member’s term of office shall end before the exmif the three-year period
with his or her resignation, submitted in writing the Agency, or death.
Following a justified proposal from the Chair, tlecutive Director of the
Agency may request a member to resign if the mensbent fulfilling his/her
duties. The Member State may nominate a replacen@etidate in accordance
with Article 5(3). If a member does not attend feonsecutive meetings without
justification, following a proposal from the Chaihe Executive Director of the
Agency may request the appointing body to take eistm to revoke the
appointment of the member

3. Member States which have no or only one appointethber in the Committee,
may nominate one or more candidates at any poirtime. After receiving
nominations, the Executive Director of the Agenbglsrequest the Management
Board to decide on the appointment of new members.

4. Members are appointed for their qualifications ahdrefore shall not have
alternates. The members may, in exceptional cabes they are prevented from
participating in a meeting of the Committee, idntn advance a person who
may, without the need to have a recourse to theepiare laid down in Article
6(3), be invited by the Agency to participate imaeting as an invited expert.

Article 6
Other participants at the meetings

1. The meetings of the Committee and its working gsosipall be open to advisers,
invited experts and observers, as specified ingrapds 2 to 9.

2. Advisers are participants of the Committee meetingsits working groups
accompanying members to provide advice on scientiéichnical or regulatory
matters. The members shall notify the names of @visers to the Secretariat
before the meeting which they are due to attend.

3. Invited experts are experts in technical or scientields who can, upon proposal
of a member or the Secretariat and in agreemeht tve Committee, be invited
by the Agency to participate for one or more pooftthe agenda in a meeting of
the Committee or its working groups.

4. Observers are other participants of the meetingheCommittee or its working
groups under paragraphs 5 to 9 who are not memddvisers or invited experts.

5. The Executive Director and his representatives agpresentatives of the
Commission shall be entitled to take part in thetings of the Committee and its
working groups as observers.

6. Representatives of stakeholder organisations madbetted as observers to the
meeting of the Committee or its working groups upequest of members of the
Committee or the Management Board. These stakeholiervers shatlonform
to the ECHA “Code of conduct for observers fromketeolder organizations at
ECHA meetings”.

7. Applicants for authorisation and, where relevartheo case owners may be
admitted as observers when their application ore c&s addressed by the
Committee.

8. Pursuant to Articles 106 and 107 of Regulation (B9 1907/2006 ,
representatives of third countries and internationganisations may take part as



observers if the Management Board has invited thiemgagreement with the
Committee, to participate in the work of the Agency

9. Other observers may be admitted upon request aérabar of the Committee or
of the Chair.

10.The Committee shall agree by two-thirds majoritathimembers having the right
to vote on the procedure for the admission of olessrreferred to in paragraphs
6, 7 and 9.

11.The Chair may decide to hold the meeting or paeseiof in a closed session.

12.Invited experts and observers referred to in pafaitgg 6 to 9 shall have the same
access to the documents of the meeting or the dectstiior the relevant agenda
points that they take part in as the members, éxoeglation to the issues that
the Chair identifies as confidential or where thparticipation is excluded.
Advisers’ access to documents is at the discretighe respective member.

Article 7
Chair

1. In accordance with Article 85(9) of Regulation (EGp 1907/2006 , the
Committee shall be chaired by an employee of then&y, assigned by the
Executive Director.

2. In case of absence of the Chair, the Executivedrawill assign a replacement.

Article 8
Responsibilities of Chair

The Chair is responsible for the efficient condafcthe business of the Committee
and shall in particular:

a) plan the work of the Committee together with thembers and the
Secretariat;

b) monitor that the Rules of Procedure are respeatedpaopose measures in
case of breach;

c) ensure that at the beginning of each meeting atgngial conflict of interest
is declared regarding any particular item to beutsed by the Committee;

d) ensure that the work of the Committee is consisiett its tasks indicated in
Article 77(3) of Regulation (EC) No 1907/2006 , lumting the requests from
the Executive Director;

e) ensure, together with the Committee and the Se@gtshe regulatory and
scientific consistency of the Committee’s opini@amsl recommendations;

f) ensure that scientific grounds are adequately atefte in the Committee
opinions;

g) co-ordinate together with the Secretariat the wairthe Committee with that
of other Committees of the Agency and the Forum Eochange of
Information on Enforcement as well as with othelevant Community
committees or bodies;

h) facilitate adoption of opinions within the set diéael and endeavour to reach
consensus in the opinions of the Committee;



i) execute any powers entrusted to the Chair by thenmiitiee, such as
representing the Committee towards other parties.

Article 9
Independence

1. Based on Article 88(2) of Regulation (EC) No 19@0@& , members shall make a
declaration of commitment to fulfil their dutiesdam declaration of interests
which could be considered to be prejudicial to rtheidependence. The
declarations shall be made in accordance with tbdefs contained in Annex 1
and Annex 2. These declarations shall be made dypmuavriting and be entered
in a register held by the Agency. In addition, tleelarations of interests shall be
published on the Agency’s website without prejudaérticle 11(1).

2. According to Article 88(3) of Regulation (EC) No @®2006 , members, their
advisers and invited experts participating in theetmg shall declare at each
meeting any interest which could be considered ¢o poejudicial to their
independenc@ with respect to any point on the agenda. Any membeclaring
such interests shall not participate in any votinghe relevant agenda point. The
Chair may decide if other measures are necessary.

3. According to Article 87(1) of Regulation (EC) No @®2006 , for each case,
rapporteurs and co-rapporteurs referred to in krtic7 shall undertake to act in
the interest of the Community and shall make aatatibn of commitment to
fulfil their duties and a declaration of interests writing. A member of the
Committee shall not be appointed as rapporteur afoparticular case if he
indicates any interest that might be prejudiciaht® independent consideration of
that case.

4. Following Article 85(7) of Regulation (EC) No 19@D06 , members, their
advisers and invited experts of the Committee ®mibrking groups shall not
accept from any Member States any instructions nmuaiible with their
individual tasks or with the tasks, responsibititiand independence of the
Agency. Similarly, these persons should refrainmfr@ccepting any such
instructions from any other parties.

5. Members who work as private consultants or whoeanployed by a consultancy
company (including employees of universities or lmumstitutes) and provide
such services and who currently have contracts wllbmical industry or
downstream users associations, chemical companiesher potential registrants
or authorisation applicants, or other bodies witiah be considered as an interest
group in the context of the field dealt with by tBemmittee, should withdraw
from current contracts and refrain from enteringp iany new contracts with the
aforementioned legal entities.

6. Members may not be employed by a private enterphaecould have any direct
interest in matters dealt with by the Committee Inpran industry association or
other body which can be considered as an interespgn the context of the field
dealt with by the Committee. The member shall, imgple, resign from the

19“ECHA Guidance on conflicts of interest for ECHA@mittees and Forum members, their advisers and
invited experts” provides guidance on identifyimgeirests that could potentially present conflicts.



Committee before entering into service in any serderprise or association.

. Individual members or the Chair can be mandatethbyCommittee to represent
the Committee on specific issues and/or occasions.

Article 10
Confidentiality

. Members, their advisers, invited experts and olessref the Committee and its
working groups shall not disclose to any persorothan representatives of
relevant public authorities of the Member StateBe tCommission and
Community bodies any information acquired as a ltesutheir work in the
Committee unless otherwise stipulated in Commuoityational law or already
publicly available. They shall make a written deateon of confidentiality in
accordance with a model laid down in Annex 3.

. The obligation to maintain confidentiality shall ntmue to apply even after
participation of members, their advisers, invitggexts and observers in the work
or in the meetings of the Committee has ceased.

Article 11
Transparency

. In accordance with Article 88(1) of Regulation (EGJ 1907/2006 , the
membership shall be made public unless the Exexudivector decides not to
publish the appointment at a request of an indalidember.

. The Committee shall operate in accordance withrnibed for a high level of
transparency, without prejudice to legitimate resisefor confidentiality or the
independence of members, their advisers and inatgubrts vis-a-vis external
influence.

. The following documents of the Committee shall lbdlshed on the Agency’s
web site, subject to respect of confidentialityuiegments:

- Rules of Procedure;

- Final minutes of plenary meetings, including liseof attendees and any
specific interests declared by the participantsyp points of the agenda
pursuant to Article 9(2);

- Draft agendas;
- Final opinions;
- The annual declaration of interests in accordavite Article 9(1);

- The names of the members of the Committee togeiitle their brief
CVs.

. With the exception of minority positions referrea in Article 19 (5) and (6),
individual views, whether expressed orally or intimg by members or experts
during deliberations within the Committee or a wnogk group, shall not be
ascribed to a particular individual, unless thiseilicitly requested by the
individual.



Article 12
Invitations to meetings

1. The meetings of the Committee shall be convendrbeliy an initiative from the
Chair or, where necessary, by the Executive Direfathowing a request of a
majority of the members. The meetings are convdmedneans of a written
invitation from the Agency.

2. The invitation to an ordinary meeting shall be glated no later than 21 calendar
days before the meeting.

3. Inurgent cases, and where the measures to becaldoged to apply immediately,
the Executive Director may, at the request of a bmmof the Committee or on
his own initiative, shorten the time limit for ingtions to a minimum of seven
calendar days before the start of the meeting.

Article 13
Agenda for ordinary meetings

1. A provisional agenda shall be drawn up by the Claaid circulated to the
Committee together with the invitation to the megti

2. Members may request items to be included in thex@aeSuch requests shall be
submitted to the Secretariat at an appropriate tioteno later than 12 calendar
days before the meeting.

3. Afinal draft agenda shall be established by thaiCand circulated no later than
ten calendar days before the meeting. The agendl kb adopted at the
beginning of each meeting.

4. If the Committee so decides, urgent questions neagdued to the agenda at any
time prior to the end of the meeting, and itemgf@agenda may be deleted or
carried over to a subsequent meeting.

Article 14
Documentation for meetings

Documentation to the meeting shall be made availablearly as possible to allow
preparation for the meeting. With due consideratibtheir volume, documents shall
normally be made available at least ten calendgs Hafore the meeting.

Article 15
Agenda and documentation for urgent meetings

The draft agenda and documents for an urgent ngeetferred to in Article 12(3)
shall be circulated together with the invitatiortla latest seven calendar days before
the start of the meeting.



Article 16
Minutes
. Minutes of each meeting shall as a general rulkeidiec

a) any specific interests declared by the participamtgny points of the agenda
pursuant to Article 9(2);

b) a summary record of the proceedings;

c) reference to the opinions reached by the Committee;

d) the list of attendees;

e) action points.

. Taking into account Article 6(12), draft minutesaBhbe distributed to

participants of the meeting no later than 28 caendhys after the meeting.
Written comments shall be provided to the Secratawithin the specified

deadline which shall be a minimum of seven calewldgs. The minutes shall be
approved at a following meeting or by a writtengadure.

Article 17
Rapporteurs

. According to Article 87(1) of Regulation (EC) No ®2006 , where the
Committee is required to provide an opinion or d¢des whether a dossier
conforms to the requirements of Annex XV, it shdéntify and appoint one of
its members as a rapporteur as early as possibe Cbmmittee may appoint a
second member to act as co-rapporteur.

. The Committee shall agree by two thirds majorityhef members present having
the right to vote on details of the roles and taskthe rapporteurs and possible
co-rapporteurs, and on how they are appointed.

. Any remuneration of the rapporteur and co-rapporteitheir employer shall be
based on the rules established by the ManagemeatdBand laid down in a
written contract between the Agency and the personcerned or his/her
employer.

. The Committee may replace the rapporteur or coadepr by another one of its
members at any time, if, for example, they are len&dbfulfil their duties within
the prescribed time limits, or if an interest thright be prejudicial to the
independent consideration of a case comes to light.

. The Committee may decide to designate a workingugréo support the
rapporteur and co-rapporteur in their task.

. Where relevant and in view of Articles 64(3) and3jlof Regulation (EC) No
1907/2006 , the rapporteur and co-rapporteur sisatiperate with the rapporteur
and co-rapporteur of the Committee for Risk Assesgnn order to ensure the
necessary coordination when the opinions are peepar



Article 18
Working groups

. Where appropriate, the Committee may establisha@ddn permanent working
groups as well as subgroups to these working groAipgorking group shall be
chaired by a member of the Committee or the Setaet@and shall report to the
Committee.

. The mandate, composition and the objectives of &kiwg group as well as the
duration of its activity shall be determined andieaed periodically by the

Committee. The Committee decision establishingtlamdate and objectives of a
working group shall also include its compositiordashall be recorded in the
minutes of the meeting.

. Working groups are composed of volunteering membérhe Committee and
invited experts on the basis of the required exgertThe working group
members should receive an invitation from the Cbhthe Committee.

. Any remuneration of invited experts serving on akimy group shall be based
on the rules established by the Management Boaddlad down in a written
contract between the Agency and the person congennkeis/her employer.

. Draft agendas, meeting dates and minutes of thkimgpgroup meetings shall be
made available to the Committee.

. Working groups under the Committee and their sulpgsoshall apply the Rules
of Procedure of the Committee, as applicable.

. Where appropriate, the Committee may establish aiitier ECHA Committees,
a joint working group by mutual consent. The psauis of paragraphs 2-6 shall
apply mutatis mutandis to the joint working group. The mandate referredrt
paragraph 2 shall specify the applicable rules ofc@dure referred to in
paragraph 7 and the chair of the joint working grou

Article 19
Quorum and opinions or decisions of the Committee

. The quorum necessary for a meeting is achieved ahégast sixty percent of all
members having the right to vote are present atrtheting at the time of the
agenda point in question.

. Members having declared a conflict of interest rdijgg an agenda point under
Article 9(2) shall not be regarded as a part of ¢uwrum for the purposes
described under paragraph 1, and shall not paateip voting on that agenda
point.

. If the quorum is not achieved, the Chair may dedmémmediately launch a
written procedure in accordance with Article 20.

. When preparing an opinion the Committee shall tssbest endeavours to reach a
consensus.

. Unless these Rules of Procedure specify otherwfsepnsensus cannot be
reached, the opinion adopted by the Committee sbakist of the position of the



simple majority of all members having the rightvite, including their grounds.
Members having minority positions shall provide ntheo the Committee in
writing, stating clearly their grounds. The prouisiof minority position(s), shall
be recorded in the minutes and published.

. Unless these Rules of Procedure specify otherwliseisions on any procedural
issues need to be supported by a simple majorigll ghembers having the right
to vote.

Article 20
Written Procedure

. The Committee can adopt opinions and take othasides by written procedure.
To this end, the Chair of the Committee shall sémel members the draft
documents on which their opinion is sought anddatdi the response period.

. The period shall normally not be shorter than taterdar days. If the case is
urgent, or if agreed beforehand by the Committeedmsensus, the period can be
shortened to a minimum of five calendar days.

. When opinions are being adopted, at least sixtggregrof the members having
the right to vote have to respond for the proceduitge regarded as valid.

. If the opinion is not adopted by consensus, thétipasof the simple majority of
all members having the right to vote, includingittgrounds, and the minority
position(s), including their grounds, shall be dulgcorded in the written
procedure report.

. When other decisions are being taken, any memberdeks not comment within
the response period is considered to have giveihdrigacit agreement to the
document. A document is agreed by consensus whemtmbers having the
right to vote have agreed expressively or tacltlythe event of non-consensus,
Article 19(6) shall apply.

. If major and justified objections are submitted ttee Secretariat, or under
exceptional circumstances, the Chair shall decide,agreement with the
rapporteur and co-rapporteur, whether the writteex@dure shall be suspended or
terminated, in whole or in part. If the written pealure is terminated, the Chair
may decide that the adoption of the draft opiniodecision should be postponed
until the next meeting of the Committee.

. The Secretariat shall inform the Committee of th&#come of the written

procedure and present the written procedure repretuding any opinion or
decisions, to the Committee at its next meeting.

Article 21
Reimbur sement

The Agency shall reimburse members of the Commétebwhere appropriate other
participants invited to attend meetings of the Cattem in accordance with the rules
adopted by the Management Board on the reimburseoh¢ravel and other
expenses.

10



Article 22
General provisions

1. The Rules of Procedure or any amendment to thethaghaly from the date they
have been approved by the Management Board.

2. The decision to amend these Rules of Proceduré Ishabken by a two thirds
majority of all members having the right to votem@ndment of the Rules of
Procedure shall be approved by the Management Board

ANNEX 1 Declaration of commitment form
ANNEX 2 Declaration of interests form
ANNEX 3 Declaration of confidentiality form
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Annex 1

ANNUAL DECLARATION OF COMMITMENT OF ECHA
COMMITTEE FOR SOCIO-ECONOMIC ANALYSIS
MEMBERS

l. . ., hereby declare that | shatlake all
reasonable efforts to fulfll my dutles as a memﬂethe Committee for Socio-economic
Analysis of the European Chemicals Agency.

More particularly, | undertake to exercise the tiorts entrusted to me by the Committee
for Socio-economic Analysis and not to seek or ptaey instructions incompatible

with my individual tasks or with the tasks of therimittee for Socio-economic Analysis
from any other party.

I understand that this Declaration will be entered register held by the European
Chemicals Agency which is accessible to the publicrequest, at the Agency’s offices.

Done at on / 200

Signature:
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Annex 2

ANNUAL DECLARATION OF INTERESTS OF ECHA COMMITTEES
AND FORUM MEMBERS

Title (Ms., Mr., Dr., Prof.): ..o,
FirstNamMe: ...
SUIMAIMIE. ..ttt e e e et e e e e e e e e e e
Position:

[ ] Member of the Committee for Risk Assessment

[ ] Member of the Committee for Socio-economic Arsig

[ ] Member of the Member State Committee

[ ] Member of a Forum for Exchange of Informatiom Bnforcement

hereby declares to have the following interests

1. Work and activities in organisations relevant te tiperating area of
ECHA during the past 5 yeafs

Name of organisation Position/Tasks Period

2. Financial interests in a company relevant to therajing area of
ECHA during the past 5 years and exceeding 50 0O@8dor voting
right of 5 % or more per comp

Name of the company Current/Past

3. Other interests or facts whether or not relateduch organisatiofs
which you consider should be made known to the Agemcluding
matters relating to the members of your housétiold

* Work and activities, whether or not remuneratedafd/or on behalf of such a company or orgamisatnd other links with the
industry and organisations of REACH relevance. |8#ets 3.3 and 3.4 of the ECHA Guidance on cordflaftinterest

A nvestment funds excluded. See point 3.2 of the EGtidance on conflicts of interest.

2 gee point 3.6 of the ECHA Guidance on conflictintérest.

% A household member means: spouse, partner, af lofiiig at the same address as the Committee/Fonember concerned. The
names of these persons do not need to be declared.

13



) e , hereby declare on
my honour that, to the best of my knowledge, thig direct or indirect interests |
have in organisations relevant to the operating afeECHA related to my
position referred to above are those listed above.

=

| further declare that should any changes occurshodld it appear that | have @
acquire additional interests that should be madesvkrto the Agency, | shall
forthwith declare them and complete a new declamadf interests detailing the
changes.

| understand that this Declaratiaall be published on the European Chemicals
Agency’s websiteand entered in a register held by the Agency wisich
accessible to the public, on request, at the Agsrafiices.

14



Annex 3

DECLARATION OF CONFIDENTIALITY OF ECHA
COMMITTEE FOR SOCIO-ECONOMIC ANALYSIS
MEMBERS, THEIR ADVISERS, INVITED EXPERTS AND
OBSERVERS

l. , hereby declare that | shalhdertake to
exercise the greatest dlscretlon W|th regard téaalis and information coming to my
knowledge in the course of or in connection with prerformance of my duties a
member/adviser/invited expert/obseR/af the Committee for Socio-economic Analysis
of the European Chemicals Agency. | shall not dselto any persons other than
representatives of relevant public authoritieshef Member States, the Commission and
Community bodies , anyinformation acquired as a result of my work in @@mmittee
unless otherwise stipulated in Community or nati¢ena or already publicly available. |
accept without reservation that | continue to berabby this obligation also after these
duties have ceased.

Done at on / 200

Signature:

Position:

24 Strike through the text that is not relevant.

% For observers from stakeholder organisationsptbeisions of the ECHA Code of Conduct for
observers from stakeholder organisations at ECHAtimgs apply.
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